Identification of Medicinal Products (IDMP)*Update
July 2015
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I labelnet is a community for labelling professionals
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I So, what is IDMP?...
let’s start with “What is a product?”
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It's a trade
name! It's the active
ingredient!
It's the
package!
It's an
approval!
It's a batch!
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Pieter Bruegel the Elder -

e Tower of Babel (Vienna) - Google Art Project - edited

Working without a common language for products
makes it more difficult to function with a holistic view
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IDMP data describes what a product is, where it is
authorized, how it looks, and where its parts come from

Medicinal Product

* Name
Pharmaceutical Particulars « Identification Market AEJthorlsatlons
« Dosage form « Classification » Marketing Approvals

» Legal status
e Countries

* Route of admin
» Units of presentation
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ISO IDMP
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Clinical Particulars Manufacturing

* Therapeutic indication 0 ‘  Organisations

* Undesired effects 5j§?§§  Operation Types

+ Contraindications 243 + Identification o
data points

Components
Primary II Secondary

Packaging Packaging

Ingredients & Substances
* Ingredients

- Substances

» Strengths

Packaging
» Container
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Much of the content in IDMP has similarities to SPL

Example Elements from SPL

O Active ingredient Medicinal i.I
. . Product £ 1
O ACtlve mOIety Pharm_alceutical
O Inactive ingredients Particulars —
O Route of administration - 150
P;;'_It'i':s;'rs IDMP Manufacturing
O Colour 243
° Shape data points B F;
. . \ . ng
O Indications and Usage i noredients & S b
i ” Packaging
o Marketn.wg Status Bl N~
O Packaging ST — T
=1 ]
O Parts
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The amount of data required for IDMP quickly multiplies

when we consider its structure

Substance Pharmaceutical Medicinal
Identifier Product Product
SID PHPID MPID

1 Active > 3pharmaceutical X 50 X

Ingredient products markets

Package
ldentifier
PCID

» Dimensions

» Package material

» Artwork

» Package insert

+ Anti-counterfeiting
measures

Apackage = OO0 pmp

SI1Z€S Entries

O Product information is scattered across various systems and
possibly various instances of the same system

O The systems will be owned by various functions in the business
O The information in the systems may not be accurate
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driving this

So far, it is the EMA July 2016 requirement which is

ISO 11615:2012 — Medicinal Product Information
ISO 11616:2012 — Pharmaceutical Product Information

ISO 11238:2012 — Substances

ISO 11239:2012 — Pharmaceutical dose forms, units of presentation, routes of admin & packaging
ISO 11240:2012 — Units of measurement

ISO IDMP
Falsification Standards
Directive Approved
Roadmap
(2011/62/EV)

July 2012

E2B_R3

‘ Updated GDP ISO Draft IGs + July 2016 EMA IDMP
(2013/C 68/01) EMA IGs Legal Mandate
I Published (EC 726/2004 Art. 57)
XEVMPD —@——@ $ > <> *

Mandate

ICH-M5 |
Disbanded*

2014 2015 2016
‘ EMA IG consultation with EU—CT

National Authorities & industry

Drug Quality & Security | Regulations
Act (US-HR3204/2013) <@ <@ Implementation
. . . .
GInAS* — Stage I B FDA - AdOptIOﬂ of SPL* to | gcl)rgf/tgloe/EC
(test deployments) IDMP standards o
Harmonization of
L . 4 Dossier, IMP, AE
FDA — PDUFA* V reporting, etc.
IDMP implementation
* SPL: Structured Product Labelling
* GInAS: Global Ingredient Archive System, to facilitate implementation of ISO-11238
* EMA, FDA, Switzerland, Canada continue IDMP implementation outside of ICH
* PDUFA V — IT/Informatics Plan FY 2013 — FY 2017 (FDA) \
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Latest regulatory intelligence on IDMP

EMA
O EMA regulatory requirement in July 2016

O Implementation Guidelines not expected
until early 2016

© XEVMPD to run in parallel for ~1 year
O ISO IDMP Task Force recently formed

© June 23rd EMA /DIA Information Day

(5 O Iterative approach extending into 2018
§- O First wave
% « > XEVMPD times two
L%: « Substance information
< « Packaging information
\& * Includes development products

J
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Other Agencies
O FDA - IDEX (Vada Perkins)

O Swissmedic and HealthCanada
engaged and planning

O Japan re-engaged

Technology

O No Regulator appears to have
selected a technology yet

O EMA likely to implement solution
March 2017

O Proposal at HL7 RCRIM for IDMP
data to be exchanged using SPLv7

— Ballot closed / closing soon
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I Gathering the information is proving to be challenging
for many companies
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I The intent is that this will eventually help accelerate
holistic Benefit/Risk monitoring and analysis
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I IDMP and other Collateral
http://www.navitas.net/resources

White Papers available for your reference:

o O

O O O O

A unique view of sustainable IDMP solutions

IDMP Imperative —to implement compliant and efficient processes,
governance and technology in line with IDMP regulations

Accelerate your TrackWise upgrade with Navitas
Building a Regulatory Information Enterprise Architecture
Social Media for pharma: the key to getting it right

The Challenge of Regulatory Information Management
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I Thank you!

Any questions, please contact

jeffrey.ho@navitas.net
+44 07769 681 335

denis.fung@navitas.net
+44 07766 502 327
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